To: Councell, Terry[Terry.Councell@fda.hhs.gov}
Cc: Hrdy, David[Hrdy.David@epa.gov}

From: Miller, David

Sent: Tue 7/28/2015 12:33:07 PM

Subject: RE: glyphosate

Is this for a formal tele- meeting or just a conversation between you and me? I guess I had
thought it was the latter. Who from FDA will be attending?

Can you let me know the specific topic/issue. Does it relate to the FDA sampling for glyphosate
and whether it is representative or not.

By the way, David H. is out yesterday and today at the NFPA meeting on Orlando. So tomorrow
(Wednesday) would have been better anyway.

Please let me know about the topic/attendees and I will mail you back with times that David H.
and I are available.

From: Councell, Terry [mailto:Terry.Councell@fda.hhs.gov]
Sent: Tuesday, July 28,2015 7:15 AM

To: Miller, David

Subject: RE: glyphosate

David

I can’t get anyone here at 3:30. Any time available Wednesday?

Terry

From: Miller, David [mailto:Miller. DavidJ@epa.govl
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Sent: Monday, July 27, 2015 7:24 PM
To: Councell, Terry
Subject: RE: glyphosate

Yes, tomorrow will be ok. Maybe 3:30?

From: Councell, Terry [mailto: Terry.Councell@fda.hhs.gov]
Sent: Monday, July 27,2015 12:46 PM

To: Miller, David

Subject: glyphosate

David

Do you have time for a call tomorrow on glyphosate? Let me know a time

Terry Councell

Total Diet Study Coordinator
Food and Drug Administration
Office of Analytics and Outreach
5100 Paint Branch Parkway
College Park, MD 20740

PH (240) 402 1180
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To: Councell, Terry[Terry.Councell@fda.hhs.gov}
From: Miller, David

Sent: Mon 7/27/2015 11:24:14 PM

Subject: RE: glyphosate

Yes, tomorrow will be ok. Maybe 3:30?

From: Councell, Terry [mailto:Terry.Councell@fda.hhs.gov]
Sent: Monday, July 27,2015 12:46 PM

To: Miller, David

Subject: glyphosate

David

Do you have time for a call tomorrow on glyphosate? Let me know a time

Terry Councell

Total Diet Study Coordinator
Food and Drug Administration
Office of Analytics and Outreach
5100 Paint Branch Parkway
College Park, MD 20740

PH (240) 402 1180
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To: Councell, Terry[Terry.Councell@fda.hhs.gov}; Hrdy, David[Hrdy.David@epa.gov]
From: Miller, David

Sent: Wed 7/22/2015 1:17:39 PM

Subject: RE: Glyphosate

Hello Terry,

I will be here and available on Monday.

David — could you please send Terry available times.

Tx.

From: Councell, Terry [mailto:Terry.Councell@fda.hhs.gov]
Sent: Wednesday, July 22,2015 8:52 AM

To: Miller, David; Hrdy, David

Subject: Glyphosate

Would you all be available for a call on glyphosate this coming Monday (27%?)? What time
would work out for you? TI’ll get the call set up and call in numbers.

Thanks

Terry Councell

Food and Drug Administration
Office of Food Safety

5100 Paint Branch Parkway
College Park, MD 20740

PH (240) 402 1180
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To: Liang, Charlotte[Charlotte.Liang@fda.hhs.gov]; Sack, Chris A[Chris.Sack@fda.hhs.gov]
Cc: Hrdy, David[Hrdy.David@epa.gov]; Miller, David[Miller.DavidJ@epa.gov]

From: Herndon, George

Sent: Thur 4/7/2016 2:34:30 PM

Subject: Pesticides Residues in Honey

Chris and Charlotte,

Sounds like Lauren wants us to meet as a smaller group before something is proposed to the
larger group. Let me know if you are ready to have a phone conference call, and if so, what
dates/times might work. Thanks!

Jeff

From: Robin, Lauren P [mailto:Lauren.Robin@fda.hhs.gov]

Sent: Thursday, March 24, 2016 10:38 AM

To: Herndon, George <Herndon.George@epa.gov>

Cec: Liang, Charlotte <Charlotte.Liang@fda.hhs.gov>; South, Paul <Paul.South@fda.hhs.gov=>;
Kashtock, Michael E <Michael. Kashtock@fda.hhs.gov>; Sack, Chris A
<Chris.Sack@fda.hhs.gov>; Hrdy, David <Hrdy.David@epa.gov>; Miller, David
<Miller.David]@epa.gov>

Subject: RE: Glyphosate Honey Risk Calculations

Hi Jeff—

Requires Consultation with FDA

Lauren
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To: Herndon, George[Herndon.George@epa.gov]

Cc: Liang, Charlotte[Charlotte.Liang@fda.hhs.gov]; South, Paul[Paul.South@fda.hhs.gov];
Kashtock, Michael E[Michael. Kashtock@fda.hhs.gov]; Sack, Chris A[Chris.Sack@fda.hhs.gov]; Hrdy,
David[Hrdy.David@epa.gov]; Miller, David[Miller.DavidJ@epa.gov]

From: Robin, Lauren P

Sent: Thur 3/24/2016 2:38:06 PM

Subject: RE: Glyphosate Honey Risk Calculations

Hi Jeff—

Requires Consultation with FDA

Lauren

From: Herndon, George [mailto:Herndon.George@epa.gov]

Sent: Monday, March 21, 2016 5:20 PM

To: Robin, Lauren P

Cc: Liang, Charlotte; South, Paul; Kashtock, Michael E; Sack, Chris A; Hrdy, David; Miller, David
Subject: RE: Glyphosate Honey Risk Calculations

Robin,
(b) (3)

Jeff

From: Robin, Lauren P [mailto:Lauren.Robin@fda.hhs.gov]
Sent: Wednesday, March 09, 2016 9:50 AM

e L
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Cc: Liang, Charlotte <Charlotte.Liang@fda.hhs.gov>; South, Paul <Paul.South@fda.hhs.gov>;
Kashtock, Michael E <Michael.Kashtock@fda.hhs.gov>; Sack, Chris A
<Chris.Sack@fda.hhs.gov>; Hrdy, David <Hrdy.David@epa.gov>; Miller, David
<Miller.DavidJ@epa.gov>

Subject: RE: Glyphosate Honey Risk Calculations

Hi Jeff—

Requires Consultation with FDA

Regards

Lauren

From: Herndon, George [mailto:Herndon.George@epa.qov]

Sent: Thursday, March 03, 2016 2:01 PM

To: Robin, Lauren P

Cc: Liang, Charlotte; South, Paul; Kashtock, Michael E; Sack, Chris A; Hrdy, David; Miller, David
Subject: Glyphosate Honey Risk Calculations

Lauren,

(b) (5)

Jeff
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To: Robin, Lauren P[Lauren.Robin@fda.hhs.gov]

Cc: Liang, Charlotte[Charlotte.Liang@fda.hhs.gov]; South, Paul[Paul.South@fda.hhs.gov];
Kashtock, Michael E[Michael. Kashtock@fda.hhs.gov]; Sack, Chris A[Chris.Sack@fda.hhs.gov]; Hrdy,
David[Hrdy.David@epa.gov]; Miller, David[Miller.DavidJ@epa.gov]

From: Herndon, George

Sent: Mon 3/21/2016 9:20:12 PM

Subject: RE: Glyphosate Honey Risk Calculations

Robin,
(b) ()

Jeff

From: Robin, Lauren P [mailto:Lauren.Robin@fda.hhs.gov]

Sent: Wednesday, March 09, 2016 9:50 AM

To: Herndon, George <Herndon.George@epa.gov>

Cec: Liang, Charlotte <Charlotte. Liang@fda.hhs.gov>; South, Paul <Paul.South@fda.hhs.gov>;
Kashtock, Michael E <Michael Kashtock@fda.hhs.gov>; Sack, Chris A
<Chris.Sack@fda.hhs.gov>; Hrdy, David <Hrdy.David@epa.gov>; Miller, David
<Miller.David]@epa.gov>

Subject: RE: Glyphosate Honey Risk Calculations

Hi Jeff—

Requires Consultation with FDA

Regards

Lauren
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To: Liang, Charlotte[Charlotte.Liang@fda.hhs.gov]

Cc: Robin, Lauren P[Lauren.Robin@fda.hhs.gov]; Sack, Chris A[Chris.Sack@fda.hhs.gov]; Miller,
David[Miller.DavidJ@epa.gov]; Hrdy, David[Hrdy.David@epa.gov]
From: Herndon, George

Sent: Fri 3/11/2016 4:31:35 PM
Subject: RE: Glyphosate Honey Risk Calculations

Charlotte,

(b) (3)

Jeff

From: Liang, Charlotte [mailto:Charlotte.Liang@fda.hhs.gov]

Sent: Friday, March 11, 2016 11:15 AM

To: Herndon, George <Herndon.George@epa.gov>

Cc: Robin, Lauren P <Lauren.Robin@fda.hhs.gov>; Sack, Chris A <Chris.Sack@fda.hhs.gov>
Subject: RE: Glyphosate Honey Risk Calculations

Hi Jeff:

Requires Consultation with FDA
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Thanks,

Charlotte

Charlotte Liang, Ph.D.

Plant Products Branch

Division of Plant Products and Beverages
Office of Food Safety

Center for Food Safety and Applied Nutrition
Food and Drug Administration
Phone:240-402-2785

Fax:301-436-2632

charlotte. lang@fda.hhs.gov

From: Herndon, George [mailio:Herndon. George@epa.govi

Sent: Thursday, March 03, 2016 2:01 PM

To: Robin, Lauren P

Cc: Liang, Charlotte; South, Paul; Kashtock, Michael E; Sack, Chris A; Hrdy, David; Miller, David
Subject: Glyphosate Honey Risk Calculations
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To: Herndon, George[Herndon.George@epa.gov]

Cc: Liang, Charlotte[Charlotte.Liang@fda.hhs.gov]; South, Paul[Paul.South@fda.hhs.gov];
Kashtock, Michael E[Michael. Kashtock@fda.hhs.gov]; Sack, Chris A[Chris.Sack@fda.hhs.gov]; Hrdy,
David[Hrdy.David@epa.gov]; Miller, David[Miller.DavidJ@epa.gov]

From: Robin, Lauren P

Sent: Wed 3/9/2016 2:50:27 PM

Subject: RE: Glyphosate Honey Risk Calculations

Hi Jeff—

Requires Consultation with FDA

Regards

Lauren

From: Hemndon, George [mailto:Herndon.George@epa.gov]

Sent: Thursday, March 03, 2016 2:01 PM

To: Robin, Lauren P

Cc: Liang, Charlotte; South, Paul; Kashtock, Michael E; Sack, Chris A; Hrdy, David; Miller, David
Subject: Glyphosate Honey Risk Calculations

Lauren,

(b) (5)

Jeff
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To: Liang, Charlotte[Charlotte.Liang@fda.hhs.gov]; Robin, Lauren P[Lauren.Robin@fda.hhs.gov]
Cc: South, Paul[Paul.South@fda.hhs.gov]; Kashtock, Michael E[Michael.Kashtock@fda.hhs.gov];
Sack, Chris A[Chris.Sack@fda.hhs.gov]; Hrdy, David[Hrdy.David@epa.govl; Miller,
David[Miller.DavidJ@epa.gov]

From: Herndon, George

Sent: Thur 3/3/2016 3:21:35 PM

Subject: RE: Glyphosate Honey Risk Calculations

Charlotte,

(b) (3)

Jeff

From: Liang, Charlotte [mailto:Charlotte.Liang@fda.hhs.gov]

Sent: Thursday, March 03, 2016 9:53 AM

To: Herndon, George <Herndon.George@epa.gov>; Robin, Lauren P
<Lauren.Robin@fda.hhs.gov>

Cc: South, Paul <Paul.South@fda.hhs.gov>; Kashtock, Michael E

<Michael Kashtock@fda. hhs.gov>; Sack, Chris A <Chris.Sack@fda.hhs.gov>; Hrdy, David
<Hrdy.David@epa.gov>; Miller, David <Miller.DavidJ@epa.gov>

Subject: RE: Glyphosate Honey Risk Calculations

Hi Jeff:

Requires Consultation with FDA

Thanks.

Charlotte
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To: Herndon, George[Herndon.George@epa.gov]; Robin, Lauren P[Lauren.Robin@fda.hhs.gov]
Cc: South, Paul[Paul.South@fda.hhs.gov]; Kashtock, Michael E[Michael.Kashtock@fda.hhs.gov];
Sack, Chris A[Chris.Sack@fda.hhs.gov]; Hrdy, David[Hrdy.David@epa.govl; Miller,
David[Miller.DavidJ@epa.gov]

From: Liang, Charlotte

Sent: Thur 3/3/2016 2:53:00 PM

Subject: RE: Glyphosate Honey Risk Calculations
survey-of-glyphosate-residues-in-honey-corn-and-soy-products-2161-0525.1000249 (1).pdf

Hi Jeft:

Requires Consultation with FDA

Thanks.

Charlotte

From: Herndon, George [mailto:Herndon.George@epa.gov]

Sent: Thursday, March 03, 2016 9:27 AM

To: Robin, Lauren P

Cc: South, Paul; Kashtock, Michael E; Liang, Charlotte; Sack, Chris A; Hrdy, David; Miller, David
Subject: Glyphosate Honey Risk Calculations

Lauren,

(b) (5)

Jeff
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Sent: Thursday, March 03, 2016 7:07 AM
To: Hrdy, David <Hrdy.David@epa.gov>
Subject: RE: Glyphosate tolerance questions

That is correct AMPA 1s not in the tolerance expression.

AMPA used to be in the tolerance expression but was eliminated in the early 90s based on tox

considerations.

From: Hrdy, David

Sent: Wednesday, March 02, 2016 4:27 PM

To: Bloem, Thomas <Bloem.Thomas@epa.gov>
Subject: FW: Glyphosate tolerance questions

Tom

Just confirming — no AMPA, right?

David

2 (e (G (GRS (W

David E. Hrdy

Senior Scientist
CEB/HED/OPP/OCSPP

US EPA www.epa.qov/pesticides
Mailcode 7509P

Telephone: 703.305.6990

Fax: 703.305.5147

OFFICE 10248 Potomac Yard 1 (South)

P P P O
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Thanks,

Chris Sack

Residue Expert

Office of Food Safety

Center for Food Safety and Applied Nutrition

US Food and Drug Administration

Phone: 240-402-2464
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To: Miller, David[Miller.Davidd@epa.gov]
From: Councell, Terry

Sent: Tue 1/5/2016 5:19:51 PM

Subject: RE: Glyphosate

Requires Consultation with FDA

From: Miller, David [mailto:Miller.Davidd@epa.gov]
Sent: Tuesday, January 05, 2016 12:18 PM

To: Councell, Terry

Subject: RE: Glyphosate

(b) (3)

david

From: Councell, Terry [mailto: Terry.Councell@fda.hhs.gov]
Sent: Tuesday, January 05, 2016 12:15 PM

To: Miller, David <Miller.DavidJ@epa.gov>

Subject: RE: Glyphosate

Requires Consultation with FDA

Terry

From: Miller, David [mailto:Miller.DavidJ @epa.gov]
Sent: Tuesday, January 05, 2016 12:13 PM

To: Councell, Terry

Subject: RE: Glyphosate
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(b) (3)

David.

From: Councell, Terry [mailto: Terry.Councell@fda.hhs.gov]
Sent: Tuesday, January 05, 2016 12:02 PM

To: Miller, David <Miller.DavidJ@epa.gov>

Subject: Glyphosate

David

Requires Consultation with FDA

Terry
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To: Miller, David[Miller.Davidd@epa.gov]
From: Councell, Terry

Sent: Tue 1/5/2016 5:14:31 PM

Subject: RE: Glyphosate

Requires Consultation with FDA

Terry

From: Miller, David [mailto:Miller.DavidJ@epa.gov]
Sent: Tuesday, January 05, 2016 12:13 PM

To: Councell, Terry

Subject: RE: Glyphosate

(b) (5)

David.

From: Councell, Terry [matlto: Terry.Councell@fda.hhs.gov]
Sent: Tuesday, January 05, 2016 12:02 PM

To: Miller, David <Miller.DavidJ@epa.gov>

Subject: Glyphosate

David
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To: Miller, David[Miller.Davidd@epa.gov]; Hrdy, David[Hrdy.David@epa.gov]
From: Councell, Terry

Sent: Fri 12/4/2015 9:08:46 PM

Subject: FW: total diet data

Requires Consultation with FDA

Terry

From: Chamkasem, Narong

Sent: Friday, December 04, 2015 3:59 PM
To: Councell, Terry

Subject: total diet data

Hi Terry:
Requires Consultation with FDA
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Requires Consultation with FDA

Narong Chamkasem, Ph.D.
Southeast Regional Laboratory
Chemistry |I/ Pesticides

Phone (404) 253 — 2302

Fax 404-253-1209
narong.chamkasem@fda.hhs.gov

Requires Consultation with FDA
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To: Councell, Terry[Terry.Councell@fda.hhs.gov}; Miller, David[Miller.DavidJ@epa.gov]

From: Hrdy, David
Sent: Thur 11/12/2015 9:55:29 PM

Subject: RE: Here is the Journal article on glyphosate the news article was based on

Thanks Terry.

(PR (({ S (G R (((C

David E. Hrdy

Senior Scientist
CEB/HED/OPP/OCSPP

US EPA www.epa.gov/pesticides
Mailcode 7509P

Telephone: 703.305.6990

Fax: 703.305.5147

OFFICE 10248 Potomac Yard 1 (South)

From: Councell, Terry [mailto:Terry.Councell@fda.hhs.gov]

Sent: Thursday, November 12, 2015 8:32 AM

To: Hrdy, David <Hrdy.David@epa.gov>; Miller, David <Miller.DavidJ@epa.gov>
Subject: Here is the Journal article on glyphosate the news article was based on

FYI

Terry Councell

Total Diet Study Coordinator
Food and Drug Administration
Office of Analytics and Outreach
5100 Paint Branch Parkway
College Park, MD 20740

PH (240) 402 1180
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Residue Expert
Office of Food Safety
Center for Food Safety and Applied Nutrition

US Food and Drug Administration

Phone: 240-402-2464
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To: Hrdy, David[Hrdy.David@epa.gov}; Miller, David[Miller.Davidd@epa.gov}
From: Councell, Terry

Sent: Thur 11/12/2015 1:49:24 PM

Subject: FW: UNDER EMBARGO - Glyphosate: EFSA updates toxicological profile
Glyphosate Layman FINAL.pdf

Glyphosate Complementary information FINAL . .pdf

Glyphosate Peer News Story FINAL.pdf

FYI

From: Dietz, Jason

Sent: Thursday, November 12, 2015 8:48 AM

To: Robin, Lauren P; Councell, Terry

Subject: FW: UNDER EMBARGO - Glyphosate: EFSA updates toxicological profile

Jason Dietz

Policy Analyst

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway, HFS-205
College Park, MD 20740
Ph: 240-402-2282

From: LIEM Dijien [mailto:Diien.LIEM@efsa.europa.eu] On Behalf Of international.cooperation

Sent: Thursday, November 12, 2015 2:56 AM
Subject: UNDER EMBARGO - Glyphosate: EFSA updates toxicological profile

Dear Colleagues,
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Today 12 November at 12:00 CET, EFSA will publish a Conclusion on the Peer review on
glyphosate and a complementary technical document.

It will be accompanied by a News Story and a non technical summary.

The documents are under embargo until 12:00 CET when they will be published on our
website.

For any further information on the Conclusion, please contact Jose Tarazona
(Jose.Tarazona(@efsa.curopa.cu).

For any further information on the News Story, please contact Simon Terry
(simon.terry(@efsa.curopa.cu).

Best regards,

Djien

Djien Liem, PhD

Lead Expert in International Scientific Cooperation
Advisory Forum and Scientific Cooperation Unit
Furopean Food Safety Authority

Via Carlo Magno 1A

43126 Parma (Italy)

Tel. +39 0521 036225

www.elsa.curopa.cu

The documents are scheduled for publication on 12 November 2015 at 12:00 CET. They are
shared under embargo in advance for your information and not for wider distribution, The
documents are shared on a confidential basis in advance of final publication and are therefore not
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intended to be shared beyond recipients identified in the distribution list above until the final

documents are actually published. There is always a possibility that there will be additional
changes before the final version is published and that the actual date and/or time of publication,
indicated by the embargo, may change. Please note that only the final, published version remains
the reference document. The EFSA website should be checked for confirmation of final content

and publication. Only documents which are published on EFSA’s website can be cited/used.
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As well as introducing the ARfD, the review proposed other toxicological safety thresholds to guide
risk assessors: the acceptable operator exposure level (AOEL) was set at 0.1 mg/kg bw per day
and an acceptable daily intake (ADI) for consumers was set in line with the ARfD at 0.5 mg/kg bw.

Next steps

The EFSA conclusion will inform the European Commission in deciding whether or not to
retain the substance on the EU’s list of approved active substances. This is a condition
for enabling Member States to authorise its continued use in pesticides in the EU.

For an explanation of the main findings of EFSA’s Conclusion on glyphosate, please consult our
special non-specialist summary. EFSA has also produced a supplementary document that takes an
in-depth look at some of the scientific issues that were highlighted during the assessment.

Background

Glyphosate is an active chemical substance widely used in a number of pesticide products and its
use in Europe is subject to strict regulation. The EFSA peer review was carried out as part of the
legal process required to renew authorisation of its use in Europe.

Following standard procedure for such renewals, the applicants supplied a dossier of relevant
scientific information to a Member State - known as the rapporteur Member State (RMS) - to
carry out an initial assessment. The dossier was assessed by the RMS, in this case Germany, and
passed to EFSA to make a final evaluation of the evidence and conclusions in the file. This process
is carried out by a peer review group made up of EFSA scientists and representatives from risk
assessment bodies in all EU Member States.

What are maximum residue levels?

A maximum residue level (MRL) is the highest concentration of an active substance that is legally
tolerated in food or feed when pesticides are applied correctly. EFSA is responsible for proposing
MRLs in the EU, assessing the safety for consumers based on the toxicity of the pesticide, the
levels expected to be found in food and the different food consumption habits of Europeans. The
safety assessment is carried out using toxicological reference values such as the acute reference
dose (ARfD).

What is an acute reference dose (ARfD)?

An ARfD is an estimated intake of a chemical substance in food, expressed on a bodyweight basis,
that can be ingested over a short period of time, usually during one meal or one day, without
posing a health risk.

For media enquiries please contact:
EFSA Media Relations Office

Tel.: +39 0521 036 149

E-mail: Press@efsa.ecuropa.eu
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EFSA explains risk assessment

Glyphosate

Glyphosate is an active substance that is widely used in pesticides. Glyphosate-based
pesticides (i.e.-formulations containing glyphosate and other chemicals) are used in
agriculture and horticulture primarily to combat weeds that compete with cultivated
crops. They are typically applied before crops are sown and as a pre-harvest desiccating
treatment, accelerating and evening the ripening process.

What has EFSA done?

EFSA and EU Member States have carried out a risk assessment and peer review that
updates our scientific knowledge of the toxicity of glyphosate. EFSA has published a
Conclusion on glyphosate as part of this process. The conclusion will be used by the
European Commission in deciding whether or not to keep glyphosate on the EU list of
approved active substances, and to inform the subsequent evaluations by Member
States on the use of glyphosate-based formulations in their territories. (See box: “How is
the safety of glyphosate assessed in the EU?")

Main findings of the assessment

After considering the huge amount of relevant data, an EFSA peer review expert group
made up of EFSA scientists and representatives nominated by EU Member States
concluded that:

s The toxicity of glyphosate needs to be redefined. An acute reference dose (ARfD)
of 0.5 mg/kg of body weight has therefore been proposed, the first time such a
safety measure has been introduced for glyphosate. EFSA will use this ARfD
during its review of the maximum residue levels for glyphosate, which will be
carried out in cooperation with Member States in 2016. The acceptable operator
exposure level (AOEL) has also been set at 0.1 mg/kg body weight per day and
an acceptable daily intake (ADI) for consumers has been set in line with the ARfD
at 0.5 mg/kg body weight per day.

« The substance is unlikely to be genotoxic (i.e. damaging to DNA) or to pose a
carcinogenic threat to humans. Glyphosate is not proposed to be classified as
carcinogenic under the EU regulation for classification, labelling and packaging of
chemical substances. In particular, all the Member State experts but one agreed
that neither the epidemiological data (i.e. on humans) nor the evidence from
animal studies demonstrated causality between exposure to glyphosate and the
development of cancer in humans.

EPA-HQ-2016-008260-0000066






pesticide formulation and in particularits genotoxic potential should be further considered
and addressed by Member State authorities while they re-assess uses of glyphosate-based
formulations in their own territores.

This distinction between active substance and pesticide formulation mainly explains the
differences in how EFSA and IARC weighed the available data. For the EU assessment,
studies conducted with glyphosate were more relevant than studies conducted with
formulated products containing other constituents, particularly when the other
constituents could not be clearly identified.

What data was used in this assessment?

The EFSA-led review considered a large body of evidence, including the IARC report. In
addition to the original studies submitted by the applicants in line with the legal
requirements, all available and published studies were considered.

IARC included a number of epidemiological studies in its monograph that were absent
from the draft EU assessment; these studies were later added to the EU dossier.

In total EFSA assessed more evidence including additional key studies that were not
considered by IARC.

How were the animal studies on carcinogenicity interpreted?

The EU peer review concluded that no significant increase in tumour incidence could be
observed in any of the treated groups of animals in the nine long term rat studies
considered. IARC, on the other hand, interpreted two studies as showing statistically
significant carcinogenic effects. Similarly, with the mice studies, IARC identified positive
carcinogenic trends in two studies that the EU peer reviewers assessed as insignificant.

The main differences between the EFSA and IARC evaluations are explained in detail in a
special background document published by EFSA. As well as reviewing a larger number
of studies, EFSA for example considered that carcinogenic effects observed at high doses
were unreliable as they could be related to general toxicity.

What happens next?

The EFSA conclusion will inform the European Commission in deciding whether or not to
retain the active substance glyphosate on the EU’s list of approved active substances, in
other words to authorise its continued use in pesticides in the EU.

Timeline

2012

May Germany, as rapporteur member state (RMS), receives dossier in support
of the possible renewal of the authorisation of glyphosate.

2013
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December RMS sends draft renewal assessment report (RAR) to EFSA.

2014

January Peer review begins. RAR sent to Member States and applicants for
consultation and comments.

March Public consultation launched, lasting 60 days.

July RMS evaluates all comments.

August Additional information requested from applicants.

2015

Feb-March  EFSA organises expert consultations in the areas of mammalian
toxicology, residues, environmental fate, and ecotoxicology

July Member State consultation is launched on conclusions arising from peer
review.

IARC monograph published.

August RMS prepares assessment of the monograph, which is circulated to
Member States for comments.

September  Following receipt of comments, EFSA organises second expert consultation
on carcinogenicity and mammalian toxicology.

October Glyphosate authorisation provisionally extended until June 2016, pending
finalisation of EU peer review

October Peer review updated accordingly and final consuitation takes place with
Member States.

What do we mean by...

Active substance

An active substance is any chemical, plant extract, pheromone or micro -organism that acts
against “pests” on plants, parts of plants or plant products.

Acute reference dose (ARfD)

An ARfD is an estimate of a chemical substance in food, expressed on a bodyweight basis, that
can be ingested over a short period of time, usually during one meal or one day, without posing a
health risk.

Co~formulant

Pesticides are marketed in different formulations that consist of the active substance and various
co-formulants. Glyphosate can be used in combination with POE-tallowamine, a co-formulant that
promotes the penetration of the active substance into plants.
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Genotoxicity

Genotoxic chemicals damage the genetic information within a cell (DNA), causing mutations that
may lead to cancer.

Maximum residue levels

A maximum residue level (MRL) is the highest concentration of an active substance that is legally
permitted in food or feed when pesticides are applied correctly. EFSA is responsible for proposing
MRLs in the EU.

Metabolite

Metabolites are breakdown products that formm when a pesticide mixes with air, water, soil or
living organisms. They are considered in EFSA’s pesticide safety assessments

Weight of evidence

When there are many studies available on a subject, it is good practice to integrate all the
available information and identify consistencies and inconsistencies in the results, then weigh the
results according to their reliability and relevance.
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PESTICIDES UNIT

EFSA explains the carcinogenicity assessment of
glyphosate

12 November 2015

Background

During the EFSA peer-review process for the renewal of the approval of the pesticide
active substance glyphosate, EFSA received a complementary mandate from the
European Commission to consider the findings by the International Agency for Research
on Cancer (IARC) regarding the potential carcinogenicity of glyphosate or glyphosate
containing plant protection products. Following the request, EFSA has incorporated its
scientific assessment in the on-going peer review of the active substance (EFSA, 2015a).

The EFSA Conclusions on Pesticides have a complex structure, designed for supporting
the European Commission and Member States in the approval process, the subsequent
assessments of the Plant Protection Products (PPPs) by the Member States (MSs), and
the revision of the Maximum Residue Levels (MRLs) of pesticides.

The EFSA Conclusions summarise the main outputs of the scientific assessments
(Sections 1 to 6), and then focus on the identification of data gaps and studies to be
generated (Section 7), recommendations to manage the identified risks (Section 8) and
concerns to be considered by risk managers (Section 9). An appendix presents the List
of Endpoints recommended by EFSA for the hazard and the risk assessment of the active
substance.EFSA also publish supporting background documents providing the scientific
justifications.

EFSA’s assessment on pesticide active substances is based on original studies
{mandatory regulatory Good Laboratory Practice (GLP) studies, other relevant studies
and the outcome of the search of peer-reviewed scientific studies published within the
last 10 years before the submission of the dossier), that are summarised by the
rapporteur Member State (RMS) in the draft renewal assessment report (RAR). The
peer-review includes a public consultation of the draft RAR and several commenting
phases by EFSA scientists and MSs experts, the possibility for requiring additional
information from the applicants, and a set of experts’ meetings covering different
scientific areas; this is reflected in a further development of the RMS RAR during the
EFSA peer review.

Due to the length and complexity of the peer review report supporting the EFSA
Conclusion (EFSA, 2015b) and the RAR (Germany, 2015) EFSA has considered
important to clarify some key elements of its scientific evaluation in this complementary
document, in particular, regarding the assessment of the carcinogenicity of the active
substance glyphosate.

Assessment of the carcinogenic potential of the active substance
glyphosate

EFSA has assessed the carcinogenicity and genotoxicity potential of the active substance
glyphosate according to the principles and criteria applicable for the classification and
labelling of chemical substances in the EU under Regulation (EC) No 1272/2008 (CLP
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formation; induction of DNA strand breaks was observed in mice treated
intraperitoneally with doses close to or in excess of the LDsg, this induction may be
caused by secondary effects of cytotoxicity. No genotoxic effects on germ cells have
been detected in rats or mice treated orally at dose levels up to 2000 mg/kg bw.

Considering a weight of evidence approach, taking into account the quality and reliability
of all available data, it is concluded that glyphosate is unlikely to be genotoxic in vivo
and does not require hazard classification regarding mutagenicity according to the CLP
Reguiation. It is noted that unpublished studies that were the core basis of the peer
review evaluation were not available to the IARC experts as reported in the IARC
monograph 112 on glyphosate (IARC, 2015).

b) glyphosate-based formulations

A number of published studies performed with glyphosate based formulations of
unknown composition gave positive results when tested in vitro and in vivo. Some of the
test systems are not validated and/or of difficult interpretation due to possible
confounding, such as cytotoxicity, specific organ toxicity or unclear relevance to human
health when tested in fish, amphibians or invertebrates according to the current
knowledge. POE-tallowamine is one of the co-formulants that is known to be used in
some glyphosate-based formuilations. This co-formulant has been shown to be more
toxic than the active substance glyphosate on several toxicological endpoints, namely
acute, short term, reproductive and developmental toxicity, further to equivocal
evidence of DNA damage in vitro at high doses (EFSA, 2015c). Aithough POE
tallowamine is not present in the representative formulation, for which data have been
submitted under the European re-approval procedure and which were assessed by EFSA,
the peer review concluded that the toxicity of formulations and in particular their
genotoxic potential should be further considered and addressed.

It is noted that a number of human studies were not evaluated, since the exposure was
linked to glyphosate-based formulations of unknown composition. Therefore their
assessment would not have changed the overall conclusion.

Carcinogenicity

a) Studies in animals

Long term toxicity and carcinogenicity potential of glyphosate was assessed in five
mouse studies and nine rat studies; one further study in mice and one in rats were
considered inadequate for the evaluation of glyphosate carcinogenicity.

In the nine long term rat studies, the EU peer review concluded that no significant
increase in tumour incidence was observed in any of the treated groups of animals.
Three of these studies were not evaluated by the IARC experts. In one study, the IARC
reported a statistically significant increased incidence of pancreatic islet cell adenomas in
males treated with the low dose, which was not reproduced at higher dose levels. In
another study, the IARC reported significant increases in pancreatic islet adenomas in
males at two dose levels (not dose-related), a significant positive trend for hepatocelluiar
adenomas in males without progression to malignancy and a significant trend for C-cell
adenomas in females. The two evaluations differ primarily regarding the statistical
evaluation: according to a pair-wise comparison [Fisher's exact test (one-tailed) as well
as in combination with Bonferroni inequality procedure for incidences of non-neoplastic
(at p £ 0.01) and neoplastic lesions (at p £ 0.01 and £0.05) and Peto Analysis for
evaluation of histopathological data as planned in the study protocol] no significant
change is observed, while a trend analysis (Cochran-Armitage trend test) performed by
the IARC experts identified significant changes. EFSA is of the opinion that the planning
of a study before the initiation of the experimentation itself as established in the
respective protocol —that includes the statistical analysis - is a key element in assessing
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the quality of a study, therefore deviations from the statistical analysis used by the study
authors should be limited and properly justified. Furthermore, clear dose-response was
not always observed and when observed, it affected only the highest dose level of 940 to
1183 mg/kg bw per day in males and females respectively, a dose eliciting other adverse
effects on body weight, liver, stomach mucosa and eyes (cataracts).

In mice, the EU peer review evaluated five studies; another study was considered
inadequate for the evaluation of glyphosate carcinogenicity. From these studies, only one
study in Swiss albino mice presented a carcinogenic effect characterised by a statistically
significant increased incidence of malignant lymphomas at the top dose level of 1460
mg/kg bw per day. However, the validity of the study was questioned due to the
occurrence of viral infection that could influence survival as well as tumour incidence -
especially lymphomas. No other carcinogenic effects were observed up to the highest
dose levels of each of the other studies as tumour incidences remained within valid
historical control data from the respective performing laboratory and/or did not attain
the level of statistical significance. The IARC evaluated two of these studies and
identified positive trend in males for renal tubule adenomas and carcinomas in one study
and positive trend for haemangiosarcoma in the other study according to Cochran-
Armitage trend test. EFSA adopted a weight of evidence approach which was agreed by
the peer review taking into account all available data: the statistical significance found in
trend analysis (but not in pair-wise comparison) was balanced against the lack of
consistency in multiple animal studies, slightly increased incidences only at dose levels at
or above the limit dose of 1000 mg/kg bw per day recommended for the oral route of
exposure in chronic toxicity and carcinogenicity studies (OECD, 2012a), doses at which
confounding of concomitant toxicity is expected, incidences within valid historical control
range from the performing laboratory and lack of pre-neoplastic lesions.

Furthermore no genotoxic potential is attributed to the active substance glyphosate.
Other mechanisms of action were reported by IARC, such as inflammation,
immunosuppression, endocrine disrupting (ED) activity and oxidative stress. Although no
robust information is available to conclude on the immunomodulatory potential of
glyphosate, indications of such effects were limited to inflammatory responses of the
respiratory tract. No interaction of glyphosate with the oestrogen, androgen or thyroid
endocrine pathways were identified by the US EPA Endocrine Disruptor Screening
Program (EDSP) according to a full battery of Tier I screening assays (data gaps were
however identified in the EFSA conclusion for the submission of the respective studies for
confirmation); and no significant ED effects were identified in published studies reported
by IARC, except for a higher activity of formulations in comparison to the active
substance. Some indications of increased oxidative stress were observed in combination
with cytotoxic or degenerative effects of the target organs; however, even if these
indications are confirmed, the observation of a plausible mechanism of action per se is
insufficient to assume a carcinogenic potential in humans according to the current
knowledge. On this basis, EFSA concluded that glyphosate is unlikely to pose a
carcinogenic hazard to humans and no classification regarding carcinogenicity is
proposed according to CLP Regulation.

b) Epidemiological studies

Overall thirty epidemiological studies are reported in the IARC monograph, including
cohort, case-control studies and meta-analyses. A few of these studies were not
reported in the RAR (Germany, 2013), but were considered by the RMS in an addendum
on the assessment of the IARC monograph (Germany, 2015). In ten cohort studies, that
include the Agricultural Health Study (AHS) (Alavanja et al., 1996), the largest
prospective cohort study undertaken until today and used in many other publications,
glyphosate did not cause different types of cancer and did not increase the risk of all
cancers. Nine case-control studies did not indicate an increased risk of carcinogenicity by
glyphosate, or presented limited power. Further five case-control and one prospective
cohort studies were considered to assess the strength of evidence linking glyphosate to

4

EPA-HQ-2016-008260-0000074






“efsam

Eurapenn Food Safety Authority

M%ﬁ@ﬁ%ww«%%%%////////

Following previous EU and JMPR assessments, the RMS in its initial assessment
(Germany, 2013) did not propose setting an Acute Reference Dose (ARfD). However,
following the re-evaluation during the EFSA peer-review, EFSA has concluded that the
toxicity of glyphosate requires setting an ARfD of 0.5 mg/kg bw. It should be noted that
this proposal has been agreed by the RMS.

This recommendation triggers the evaluation of acute exposure during the consumer risk
assessment. EFSA will consider this conclusion during the review of the MRLs for
glyphosate under Art. 12 of Regulation (EC) No 396/2005, to be conducted by EFSA in
cooperation with the MSs during 2016.
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To: Hrdy, David[Hrdy.David@epa.gov}; Miller, David[Miller.Davidd@epa.gov}
From: Councell, Terry

Sent: Thur 11/12/2015 1:31:44 PM

Subject: Here is the Journal article on glyphosate the news article was based on
survey-of-glyphosate-residues-in-honey-corm-and-soy-products-2161-0525.1000249.pdf

FYI

Terry Councell

Total Diet Study Coordinator
Food and Drug Administration
Office of Analytics and Outreach
5100 Paint Branch Parkway
College Park, MD 20740

PH (240) 402 1180
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FYI

From: Chamkasem, Narong

Sent: Tuesday, November 10, 2015 2:24 PM

To: Sack, Chris A; Councell, Terry; Yeung, Andrew; Podhorniak.Lynda@epa.gov; Islam, Mohammed R
Cc: Harmon, Tiffany M

Subject: Researchers Discover Glyphosate Herbicide in Honey, Soy Sauce | Natural Society

hitp://naturalsociety.com/researchers-discover-glyphosate-herbicide-honev-soy-sauce/
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To: Miller, David[Miller.DavidJ@epa.gov}; Hrdy, David[Hrdy.David@epa.gov}

From: Councell, Terry

Sent: Tue 11/10/2015 7:30:42 PM

Subject: FW: Researchers Discover Glyphosate Herbicide in Honey, Soy Sauce | Natural Society

FYI

From: Chamkasem, Narong

Sent: Tuesday, November 10, 2015 2:24 PM

To: Sack, Chris A; Councell, Terry; Yeung, Andrew; Podhorniak.Lynda@epa.gov; Islam, Mohammed R
Cc: Harmon, Tiffany M

Subject: Researchers Discover Glyphosate Herbicide in Honey, Soy Sauce | Natural Society

hitp://naturalsociety.com/researchers-discover-glyphosate-herbicide-honev-soy-sauce/
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SPAIN

Biosearch S.A.
Date Published : 07/15/2011

Poligono Industrial Alcantarilla, 0 S/N |, Talayuela, Caceres SPAIN
54 K - - 03 Valerian (Herbal & Botanicals, not Teas 1)
Date Published: 07/15/2011

Desc:Valeriana (Dry Extract)
Notes:693603 - NYK-DO Mfr. per product label
Problems: CHLORPYRIFOS;

Biosearch S.A.
Date Published : 07/15/2011

Camino De Punchil 66 , Granada, SPAIN
54 K - - 03 Valerian (Herbal & Botanicals, not Teas 1)
Date Published: 07/15/2011

Desc:Valeriana (Dry Extract)
Notes:693603 NYK-DO
Problems: CHLORPYRIFOS;

Cesma, SL
Date Published : 08/01/2011

Poligono Industrial La Alberca, 5, Guarena, ES-BA SPAIN
26 C - - 04 Olive Oil, Refined, Single Ingredient
Date Published: 08/01/2011

Desc:Olive Oil
Notes:690852 SWID
Problems: TEBUCONAZOLE;

Covides SCCL
Date Published : 06/07/2013

45, Rambla De Nostra Senyora , Vilafranca Del Penedes, Barcelona SPAIN
26 C - - 04 Olive Oil, Refined, Single Ingredient
Date Published: 06/07/2013

Desc:Olive Oil
Notes:Sample #807183 PRL/NW
Problems: CHLORPYRIFOS;

Eckes Granini Iberica S.A.
Date Published : 09/16/2009

Travessera De Gracia 73 79 3-1 , Barcelona, SPAIN
21 K - - 13 Peach, Juice, Pit Fruit Juices or Concentrates
Date Published: 09/16/2009

Notes:6/16/04
Problems: PROCYMIDONE;
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Hdos. De Pepe El Bueno S.L.
Date Published : 09/16/2009

Carreterra General No. 18 , Asturias, SPAIN
24 B - - 05 Fava Bean, Dried or Paste
Date Published: 09/16/2009

Desc:beans; white;

Notes:6/13/03

Problems: PROCYMIDONE;

24 B - - 07 Kidney Bean, Dried or paste
Date Published: 09/16/2009

Desc:beans; white;

Notes:6/13/03

Problems: PROCYMIDONE;

24 B - - 10 Navy (White) Beans (Baked Beans, Pork & Beans), Dried or Paste
Date Published: 09/16/2009

Desc:beans; white;

Notes:6/13/03

Problems: PROCYMIDONE;

24 B - - 99 Bean, Corn, Pea, Dried or Paste, N.E.C. (Vegetable)
Date Published: 09/16/2009

Desc:beans; white;
Notes:6/13/03
Problems: PROCYMIDONE;

La Masrojana S.L.
Date Published : 04/25/2014

av 11 de setembre 2 , El Masroig, TARRAGONA SPAIN
21 G - - 11 Olives, Green, (Pit Fruit)
Date Published: 04/25/2014

Desc:Arequina Olives
Problems: CHLORPYRIFOS;

MKOLIVEOILCO S.L.
Date Published : 11/18/2014

Edificio MK, Carretera Puente Genil-Este , Km 10.300, Apartado 211, Puente Genil, Cordoba SPAIN
26 B - - 99 Vegetable Oil Seed Stock, N.E.C.
Date Published: 11/18/2014

Desc:Grape Seed Oil

Problems: CHLORPYRIFOS;

26 C - - 99 Refined Vegetable Oil, Single Ingredient, N.E.C.
Date Published: 11/18/2014

Desc:Grape Seed Oil
Problems: CHLORPYRIFOS;
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Olis de Catalunya, S.L.
Date Published : 03/27/2014

Carretera de la Selva del Camp km 1,6, Vilallonga Del Camp, Tarragona SPAIN
26 A - - 04 Olive Oil, Crude (for Refining)
Date Published: 03/27/2014

Desc:Extra Virgin Olive Oil
Notes: 842868 SWID

Problems: CHLORPYRIFOS;

26 A - - 09 Virgin Olive Oil, Crude
Date Published: 03/27/2014

Desc:Extra Virgin Olive Oil

Notes: 842868 SWID

Problems: CHLORPYRIFOS;

26 B - - 99 Vegetable Oil Seed Stock, N.E.C.
Date Published: 03/27/2014

Desc:Grape Seed Oil
Problems: CHLORPYRIFOS;

Olis de Catalunya, S.L.
Date Published : 03/27/2014

Carretera de la Selva del Camp km 1,6, Vilallonga Del Camp, Tarragona SPAIN
26 A - - 04 Olive Oil, Crude (for Refining)
Date Published: 03/27/2014

Desc:Extra Virgin Olive Oil
Notes: 842868 SWID

Problems: CHLORPYRIFOS;

26 A - - 09 Virgin Olive Oil, Crude
Date Published: 03/27/2014

Desc:Extra Virgin Olive Oil

Notes: 842868 SWID

Problems: CHLORPYRIFOS;

26 B - - 99 Vegetable Oil Seed Stock, N.E.C.
Date Published: 03/27/2014

Desc:Grape Seed Oil
Problems: CHLORPYRIFOS;

REFINERIA ANDALUZA, S.A.
Date Published : 12/23/2013

CTRA. N-IV, KM. 389, Alcolea, Cordoba SPAIN
26 C - - 04 Olive Oil, Refined, Single Ingredient
Date Published: 12/23/2013

Desc:Olive Oil
Notes:838476 SEA-DO
Problems: TERBUTHYLAZINE;
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Vecomar Alimentacion, S.L.
Date Published : 09/16/2009

Pol. Ind. San Jorge , Las Torres De Cotilla (Murcia), SPAIN
24 F - E 07 Pepper, Sweet (Fruit Used as Vegetable)
Date Published: 09/16/2009

Desc:pimentos sweet peppers

Notes:10/16/03

Problems: METHIOCARB;

24 F - J 07 Pepper, Sweet (Fruit Used as Vegetable)
Date Published: 09/16/2009

Desc:Pimentos
Notes:10/16/03
Problems: METHIOCARB;

Vicente Bravo, S.L.
Date Published : 08/22/2011

Avda Salzillo P. 21/24 / Pol-Ind Oeste , P.O. Box 238, San Gines, Murcia SPAIN
28 B - - 22 Lemon, Ground, Cracked (Spice)
Date Published: 08/22/2011

Desc:Lemon Peel
Notes:629262 NYK-DO;
Problems: PROCHLORAZ;

GREECE

ARGO PIRAEUS
Date Published : 10/08/2013

25th Martiou 106 Keratsini , Piracus, GR-A1 GREECE
26 A - - 09 Virgin Olive Oil, Crude
Date Published: 10/08/2013

Desc:Olive Oil

Problems: CHLORPYRIFOS;

26 C - - 04 Olive Oil, Refined, Single Ingredient
Date Published: 10/08/2013

Desc:Olive Oil
Problems: CHLORPYRIFOS;

G A Gotos
Date Published : 09/16/2009

Unknown Street , Athens, GREECE
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21 G - - 11 Olives, Green, (Pit Fruit)
Date Published: 09/16/2009

Desc:Mariana Brand

Notes:9/15/95; PACKER
Problems: CHLORPYRIFOS;

lis Exporting Co
Date Published : 09/16/2009

Unknown , Havari, GREECE
24 F - - 99 Fruits Used as Vegetables, N.E.C.
Date Published: 09/16/2009

Desc:Greek Golden Peppers

Notes:11/5/91
Problems: PYRAZOPHOS(AFUGAN);

Mani Imports-Exports
Date Published : 09/16/2009

2 Par. Ayras 10, Kalamata, GREECE
21 G - - 11 Olives, Green, (Pit Fruit)
Date Published: 09/16/2009

Desc:cracked green olives

Notes:11/2/92
Problems: CHLORPYRIFOS;

Nicoglou Bakery Yeast Sa
Date Published : 09/16/2009

17 Joan Koletti Street , Thessaloniki, GREECE
24 T'- - 99 Leaf & Stem Vegetables, N.E.C.
Date Published: 09/16/2009

Desc:grape leaves stuffed with rice

Notes:3/7/94
Problems: BROMOPROPYLATE;

Olympion
Date Published : 05/08/2015

Skinto - Havari , Chavari, Ileias GREECE

26 A - - 09 Virgin Olive Oil, Crude
Date Published: 05/08/2015
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Desc:Olive Oil
Problems: CHLORPYRIFOS;

26 C - - 04 Olive Oil, Refined, Single Ingredient
Date Published: 05/08/2015

Desc:Olive Oil
Problems: CHLORPYRIFOS;

Onassis Greek Tinned Food Industry
Date Published : 09/16/2009

N. Magnisia Berias 16 Sts. , Thessaloniki, GREECE
24 T'- - 99 Leaf & Stem Vegetables, N.E.C.
Date Published: 09/16/2009

Desc:stuffed grape leaves

Notes:4/21/94
Problems: BROMOPROPYLATE;

ITALY

Az. Agr. La Gallinella
Date Published : 02/11/2015

Via Semiana 1 , Velezzo Lomellina, PV ITALY
02 A - - 06 Rice, Wild, Whole Grain
Date Published: 02/11/2015

Desc:Black Rice
Problems: PIRIMIPHOS-METHYL;

Azienda Agricola Ferrante Michele
Date Published : 11/25/2013

Via degli Ort1,2 , Controne, SA ITALY
24 H - - 50 Tomato, Dried
Date Published: 11/25/2013

Desc:Sundried Cherry Tomatoes

Notes:833811
Problems: TOLCLOFOS METHYL;

BRUNELLA FOOD INDUSTRY s.r.l.
Date Published : 02/26/2013

VIA TERMINE BIANCO n.42 , San Marzano Sul Sarno, SA ITALY

24 A - - 70 Lentils
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Date Published: 02/26/2013

Desc:Canned Lentils

Notes: 774288
Problems: PIRIMIPHOS-METHYL;

EPO Estratti Piante Officinali Sr.l.
Date Published : 07/16/2013

Via Stadera 19 , Milano, Mi ITALY
54 E - - 98 Bilberry (Herbal & Botanical Teas)
Date Published: 07/16/2013

Desc:Bilberry Extract

Notes:807623 NYK-DO
Problems: CHLORPYRIFOS;

54 I - - 98 Bilberry (Herbal & Botanicals, not Teas)
Date Published: 07/16/2013

Desc:Bilberry Extract

Notes:807623 NYK-DO
Problems: CHLORPYRIFOS;

Epo Srl
Date Published : 07/16/2013

Via Friuli S N, Buccinasco, Mi ITALY
54 E - - 98 Bilberry (Herbal & Botanical Teas)
Date Published: 07/16/2013

Desc:Bilberry Extract

Notes:807623 NYK-DO
Problems: CHLORPYRIFOS;

54 I - - 98 Bilberry (Herbal & Botanicals, not Teas)
Date Published: 07/16/2013

Desc:Bilberry Extract

Notes:807623 NYK-DO
Problems: CHLORPYRIFOS;

Eureka SR.L.
Date Published : 09/16/2009

Via C Battisti 16 , Acerra Napoli, ITALY
26 A - - 09 Virgin Olive Oil, Crude
Date Published: 09/16/2009
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Notes:5/28/08
Problems: ENDOSULFAN; SEE 900, 901, 902;

26 C - - 04 Olive Oil, Refined, Single Ingredient
Date Published: 09/16/2009

Notes:5/28/08
Problems: ENDOSULFAN; SEE 900, 901, 902;

Euricom S.P.A
Date Published : 10/02/2009

Via Stazione 119 , Valle Lomellina, PV ITALY
02 - - - -- Whole Grain/Milled Grain Prod/Starch
Date Published: 10/02/2009

Notes:4/08/09
Problems: PIRIMIPHOS-METHYL;

Eurofruit Sr.l.
Date Published : 09/16/2009

Via Vittorio, Emanuele 3 , Mugnano del Cardinale, Zona Industriale , Avella, It-Av ITALY
21 G - - 03 Cherry Fruit (Pit Fruit)
Date Published: 09/16/2009

Desc:cherries in SO2

Notes:5/18/04
Problems: PROCYMIDONE;

European Rice Company
Date Published : 09/16/2009

Via Bassano 13, Vercelli, ITALY
02 D - - 02 Rice, Plain (White or Polished) Processed (Packaged)
Date Published: 09/16/2009

Desc:Arborio rice

Notes:3/17/04
Problems: DELTAMETHRIN;

Felice Bonardi
Date Published : 09/16/2009

Corso Plave, 57 , Alba, CN ITALY

32 B--99 Wines, N.E.C.
Date Published: 09/16/2009
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Desc:Felice Bonardi Brand Asti Spumante (vintage yr assumed 1990)

Notes:4/2/91
Problems: PROCYMIDONE;

Frantoi Cutrera Di Cutrera Giovanni e C.
Date Published : 04/01/2015

Contrada Piano dell'Acqua, 71 , Chiaramonte Gulfi, RG ITALY
26 A - - 09 Virgin Olive Oil, Crude
Date Published: 04/01/2015

Desc:Olive Oil

Problems: CHLORPYRIFOS; PHOSMET;

26 C - - 04 Olive Oil, Refined, Single Ingredient
Date Published: 04/01/2015

Desc:Olive Oil
Problems: CHLORPYRIFOS; PHOSMET;

L'Aromatica Aquilana Srl
Date Published : 09/16/2009

Via Gorbaldi 63 , Corugalo, Milan ITALY
24 F - - 50 Tomatoes (Fruit Used as Vegetable)
Date Published: 09/16/2009

Desc:dried tomatoes

Notes:1/10/91
Problems: PIRIMIPHOS-METHYL;

Oleificio Borelli Spa
Date Published : 06/23/2014

Via Nazionale 36 , Pontedassio, IM ITALY
24 F - - 50 Tomatoes (Fruit Used as Vegetable)
Date Published: 06/23/2014

Desc:Canned Whole Peeled Tomatoes
Problems: CHLORPYRIFOS;

Oleificio Pasquinoni S.N.C.
Date Published : 04/02/2013

Via T. Tasso, 3 SS. San Marino Km 7,5 | Cerasolo Ausa Di Coriano, IT-RN ITALY

26 A - - 09 Virgin Olive Oil, Crude
Date Published: 04/02/2013
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Desc:Olive Oil

Notes:Entry; 112-1417982-8
Problems: CHLORPYRIFOS;

26 C - - 04 Olive Oil, Refined, Single Ingredient
Date Published: 04/02/2013

Desc:Olive Oil

Notes:Entry; 112-1417982-8
Problems: CHLORPYRIFOS;

Pastificio Gallo Natale E. F. LLI
Date Published : 10/28/2014

Via Albert Einstein 3 , Mazara Del Vallo, TP ITALY
04 A4 - - 05 Spaghetti
Date Published: 10/28/2014

Desc:Fettuccine
Problems: PIRIMIPHOS-METHYL;

Riso Gallo S.p.A
Date Published : 02/05/2014

Viale Riccardo Preve n. 4 , Robbio, PV ITALY
02 A - - 05 Rice, Cultivated, Whole Grain
Date Published: 02/05/2014

Desc: ITALIAN ARBORIO Risotto Rice

Notes:AQZ-0334082-8; 820534-LOS
Problems: PIRIMIPHOS-METHYL;

GERMANY

Doehler Neuenkirchen GmbH
Date Published : 06/20/2013

Dorfstrasse17 , D-21763 , Neuenkirchen, DE-NI GERMANY
20 D - - 07 Elderberry Juice, Berry Juice or Concentrates

Date Published: 06/20/2013

Desc:Elderberry Juice
Notes:807389 SWID; Pesticides; THPI

Haelssen & Lyon GmbH
Date Published : 12/22/2011
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Pickhuben 9 , Hamburg, Hamburg GERMANY

20 B - - 24 Wolfberry (Chinese or Southeast Asian berry of the Chinese matrimony vine,
w/slight licorice flavor)

Date Published: 12/22/2011

Desc:Gogi Berries Wolfberries

Notes: 722915 BLT-DO
Problems: ACETAMIPRID; CARBENDAZIM (MBC); CARBOFURAN; TRIAZOPHOS; PROPARGITE;
PYRIDABEN; THIOPHANATE-METHYL; CLOFENTEZINE;

Interquell Staerkechemiec GMBH
Date Published : 09/16/2009

Bahnhofstr 94 | Gro?aitingen, GERMANY
24 H - - 50 Tomato, Dried
Date Published: 09/16/2009

Desc:dried tomato flakes

Notes:10/10/03
Problems: BROMOPROPYLATE;

Krauter Mix GmbH
Date Published : 09/04/2013

Wiesentheider Str. 4 | Abtswind, GERMANY
54 J - - 03 Valerian (Herbal & Botanicals II)
Date Published: 09/04/2013

Desc:Valerian root powder valerian root cut

Notes:Sample # 819582; 819583;p;p-DDE
Problems: CHLORPYRIFOS;

Martin Bauer Gmbh & Co. KG
Date Published : 10/23/2013

5-7 Dutendorfer Strasse , Vestenbergsgreuth, GERMANY
31 P - - 04 Tea, Camomille, Chamomile (Tea Substitute)
Date Published: 10/23/2013

Desc:Chamomile Pellets

Notes:Sample #808840 LOS-DO
Problems: CARBENDAZIM (MBC); DIFENOCONAZOLE; LINURON; PIPERONYL BUTOXIDE;

54 I - - 04 Camomille (Herbal & Botanicals, not Teas)
Date Published: 10/23/2013
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Desc:Chamomile Pellets

Notes:Sample #808840 LOS-DO
Problems: CARBENDAZIM (MBC); DIFENOCONAZOLE; LINURON; PIPERONYL BUTOXIDE;

Mueggenburg Pflanzliche Rohstoffe GmbH & Co KG
Date Published : 05/08/2015

Tegelbarg 35 , Bad Bramstedt, Schleswig-holstein GERMANY
25 § - - 04 Mushroom, Shiitake, Fungi Products, N.E.C.
Date Published: 05/08/2015

Desc:Shitake Mushroom Powder
Problems: CARBENDAZIM (MBC);

54 F - - 99 Herbals & Botanicals (not Teas), N.E.C.
Date Published: 05/08/2015

Desc:Shitake Mushroom Powder
Problems: CARBENDAZIM (MBC);

NORDFROST Kuehl- und Lagerhaus GmbH & Co. KG
Date Published : 09/16/2009

Bredowstr. 21 , Hamburg, De-Hh GERMANY
20 A - D 01 Blackberries (Berry)
Date Published: 09/16/2009

Notes:12/22/04

Problems: VINCLOZOLIN;

20 A - T 01 Blackberries (Berry)
Date Published: 09/16/2009

Notes:12/22/04
Problems: VINCLOZOLIN;

Paradiesfrucht GmbH
Date Published : 01/12/2010

Bergener Str. 10 , Salzwedel, Sachsen-Anhalt GERMANY
20 A - - 01 Blackberries (Berry)
Date Published: 02/06/2012

Desc:Blackberries

Notes:727864 MIN-DO

Problems: PROCYMIDONE;

20 B - - 01 Blackberries, Dried or Paste
Date Published: 02/06/2012
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Desc:Blackberries

Notes: 727864 MIN-DO
Problems: PROCYMIDONE;

20 B - - 13 Raspberries, Red, Dried or Paste
Date Published: 03/24/2011

Desc:Freeze Dried Raspberry Slices
Notes:671381 SEA; Carbendazim

20 B - - 14 Strawberries, Dried or Paste
Date Published: 11/09/2012

Desc:Strawberries freeze dried

Notes: 777938 NWE-DO
Problems: TETRADIFON;

20 B - - 99 Berries, Dried or Paste, N.E.C.
Date Published: 02/06/2012

Desc:Blackberries

Notes: 727864 MIN-DO
Problems: PROCYMIDONE;

W. Schumacher & Co. GmbH
Date Published : 09/16/2009

Roentgenstrasse 3 , Wittlich, Rheinland-Pfalz GERMANY
24 T- H 11 Celery (Leaf & Stem Vegetable)
Date Published: 09/16/2009

Notes:1/19/07
Problems: FENVALERATE;

24 U - - 11 Celery, Dried or Paste
Date Published: 09/16/2009

Notes:1/19/07;8/14/07 dehydrated celery stalk and leaves granules
Problems: FENVALERATE; DIFENOCONAZOLE;

24 U - - 18 Kale, Dried or Paste
Date Published: 06/20/2013

Desc:Kale Dried

Notes:Entry #112-2430185-9; I-cyhalothrin
Problems: CARBENDAZIM (MBC); CHLORFENAPYR;

25 J - - 04 Scallions, Green Onions (Root & Tuber Vegetable)
Date Published: 06/14/2012

Desc:Scallion Green Onion
Notes: 756164 NOL-DO;Propamocarb
25 P - - 03 Mushroom, Straw, Whole (Button) (Fungt)
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Date Published: 10/16/2014

Desc:Dehydrated Mushrooms 6-10mm

Problems: THIOPHANATE-METHYL; PROCHLORAZ; CARBOFURAN; DIETHOFENCARB;
25 P - - 99 Mushrooms and Other Fungi Products, Whole (button), N.E.C.

Date Published: 10/16/2014

Desc:Dehydrated Mushrooms 6-10mm
Problems: DIETHOFENCARB; PROCHLORAZ; THIOPHANATE-METHYL; CARBOFURAN;

UNITED KINGDOM

ECO Dehydrates & Essential Oils
Date Published : 09/16/2009

Unknown , Lincolnshire, UNITED KINGDOM
24 U - - 25 Spinach, Dried or Paste
Date Published: 09/16/2009

Desc:dehydrated spinach powder

Notes:9/12/91
Problems: DICOFOL; SEE 253, 254;

F G S Mills Kishan House
Date Published : 09/16/2009

24-44 Burfield Street , Leicester, UNITED KINGDOM
02 E - - 99 Wheat Flour, N.E.C.
Date Published: 09/16/2009

Desc:Bajri flour

Notes:2/1/94
Problems: BHC; SEE 903, 904, 905, 050;

MACKAYS LTD
Date Published : 03/09/2011

21-23 Thistle Street , CARNOUSTIE, UNITED KINGDOM
20 C - - 13 Raspberry, Red, Jam, Jelly, Preserves, Marmalade, Butter and Candied
Date Published: 03/09/2011

Desc:Raspberry Jam

Notes:654880 LOS-DO

Problems: PYRIMETHANIL;

20 C - - 99 Berries, Jam, Jelly, Preserves, Marmalade, Butter and Candied, N.E.C.
Date Published: 03/09/2011
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Desc:Raspberry Jam

Notes:654880 LOS-DO
Problems: PYRIMETHANIL;

MACKAYS LTD
Date Published : 03/09/2011

21-23 Thistle Street , CARNOUSTIE, UNITED KINGDOM
20 C - - 13 Raspberry, Red, Jam, Jelly, Preserves, Marmalade, Butter and Candied
Date Published: 03/09/2011

Desc:Rasberry Jam

Notes:654880 LOS-DO
Problems: PYRIMETHANIL;

20 C - - 99 Berries, Jam, Jelly, Preserves, Marmalade, Butter and Candied, N.E.C.
Date Published: 03/09/2011

Desc:Rasberry Jam

Notes:654880 LOS-DO
Problems: PYRIMETHANIL;

Mackays Ltd
Date Published : 03/09/2011

James Chalmers Road , Kirkton Industrial Estate , Arbroath, UNITED KINGDOM
20 C - - 13 Raspberry, Red, Jam, Jelly, Preserves, Marmalade, Butter and Candied
Date Published: 03/09/2011

Desc:Rasberry Jam

Notes:654880 LOS-DO
Problems: PYRIMETHANIL;

20 C - - 14 Strawberry, Jam, Jelly, Preserves, Marmalade, Butter and Candied
Date Published: 12/30/2014

Desc:Strawberry preserve with champagne
Problems: BUPIRIMATE; PIRIMICARB;

20 C - - 99 Berries, Jam, Jelly, Preserves, Marmalade, Butter and Candied, N.E.C.
Date Published: 01/20/2015

Desc:Scottish Three Berry Preserve (Strawberry; Raspberry; Blackcurrant)
Problems: PIRIMICARB;

20 C - - 99 Berries, Jam, Jelly, Preserves, Marmalade, Butter and Candied, N.E.C.
Date Published: 03/09/2011

Desc:Rasberry Jam
Notes:654880 LOS-DO
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Problems: PYRIMETHANIL;

NETHERLANDS

ADM Cocoa B.V.
Date Published : 06/25/2015

Stationsstraat 76 , Koog aan de Zaan, NETHERLANDS
34 B - - 08 Medium Fat Cocoa (except Chocolate Candy and Chocolate Beverage Base)
Date Published: 09/30/2015

Desc:Cocoa Powder

Problems: METALAXYL;

34 B - - 14 Cocoa (except Chocolate Candy and Chocolate Beverage Base)
Date Published: 06/25/2015

Desc:Cocoa Powder
Problems: METALAXYL;

Adm Cocoa
Date Published : 08/11/2015

Portier Hoogstraat 37 , Koog Aan De Zaa, NETHERLANDS
34 B - - 08 Medium Fat Cocoa (except Chocolate Candy and Chocolate Beverage Base)
Date Published: 09/30/2015

Desc:Cocoa Powder
Problems: METALAXYL;

34 B - - 14 Cocoa (except Chocolate Candy and Chocolate Beverage Base)
Date Published: 08/11/2015

Desc:Cocoa Powder
Problems: METALAXYL;

DiPasa Europe BV
Date Published : 09/16/2009

Marsteden 56 , Enschede, NETHERLANDS
23 K - - 02 Sesame Seed (Edible)
Date Published: 09/16/2009

Notes:12/2/94
Problems: BHC; SEE 903, 904, 905, 050;

Doens Food Ingredients B.V.
Date Published : 06/10/2013
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Oranjestraat 40a , Ijzendijke, Zeeland NETHERLANDS
02 D - - 07 Rice, Basmati, Processed (Packaged)
Date Published: 06/10/2013

Desc:Basmati Rice
Problems: CHLORPYRIFOS;

Oerlemans Foods Nederland Bv
Date Published : 09/16/2009

Archimedesweg 19, P.O. Box 3351-5902 , Venlo, NETHERLANDS

20 A - D 14 Strawberries (Berry)
Date Published: 09/16/2009

Notes:9/26/02

Problems: PROCYMIDONE; TOLYLFLUANID;
20 A - T 14 Strawberries (Berry)

Date Published: 09/16/2009

Notes:9/26/02
Problems: PROCYMIDONE; TOLYLFLUANID;

SVZ International BV
Date Published : 09/16/2009

Oude Kerkstraat 8 | Etten-leur, Noord-Brabant NETHERLANDS
20 A - T 05 Currants (Berry)
Date Published: 09/16/2009

Desc:black currants (boiled; frozen in cubes)

Notes:6/6/2000
Problems: TOLYLFLUANID:

20 D - - 05 Currant Juice, Berry Juice or Concentrates
Date Published: 09/16/2009

Desc:black currant juice concentrate
Notes:7/2/07 (tetrahydrophthalimide per FACTS summary report)

25.J-1T 25 Onion Bulb (Yellow, White, Red, Etc.) (Root & Tuber Vegetable)

Date Published: 09/16/20069

Desc:frozen onion (silverskin)

Notes:2/29/2000
Problems: PROCYMIDONE;

Sonder Jansen By
Date Published : 05/27/2014
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Dorpsstraat 66 , Rosmalen, Noord-brabant NETHERLANDS
20 D - - 02 Blueberry Juice, Berry Juice or Concentrates
Date Published: 05/27/2014

Desc:Blueberry Juice Concentrate (Frozen)
Problems: CARBENDAZIM (MB(C);

30 A - - 01 Beverage Base, Berry

Date Published: 05/27/2014

Desc:Blueberry Juice Concentrate (Frozen)
Problems: CARBENDAZIM (MB();

Sonderjansen BV
Date Published : 05/27/2014

Dorpsstraat 66 , Rosmalen, Noord-Brabant NETHERLANDS
20 D - - 02 Blueberry Juice, Berry Juice or Concentrates
Date Published: 05/27/2014

Desc:Blueberry Juice Concentrate (Frozen)
Problems: CARBENDAZIM (MB(C);

30 A - - 01 Beverage Base, Berry

Date Published: 05/27/2014

Desc:Blueberry Juice Concentrate (Frozen)
Problems: CARBENDAZIM (MB();

Van Bon Cold Stores Bv
Date Published : 09/16/2009

Zandstraat 141 , Beneden Lecuwen, NETHERLANDS
21 G - D 03 Cherry Fruit (Pit Fruit)
Date Published: 09/16/2009

Notes:7/12/04
Problems: FLUSILAZOLE;

21 G - T'03 Cherry Fruit (Pit Fruit)
Date Published: 09/16/2009

Notes:7/12/04
Problems: FLUSILAZOLE;
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To: Miller, David[Miller.Davidd@epa.gov]
Cc: Hrdy, David[Hrdy.David@epa.gov]
From: Councell, Terry

Sent: Thur 10/29/2015 5:10:27 PM
Subject: Glyphosate Project

David

Requires Consultation with FDA

Terry Councell

Total Diet Study Coordinator
Food and Drug Administration
Office of Analytics and Outreach
5100 Paint Branch Parkway
College Park, MD 20740

PH (240) 402 1180
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To: Councell, Terry[Terry.Councell@fda.hhs.gov]
From: Miller, David

Sent: Tue 1/5/2016 5:18:26 PM

Subject: RE: Glyphosate

(b) (3)

david

From: Councell, Terry [mailto:Terry.Councell@fda.hhs.gov]
Sent: Tuesday, January 05,2016 12:15 PM

To: Miller, David <Miller.DavidJ@epa.gov>

Subject: RE: Glyphosate

Requires Consultation with FDA

Terry

From: Miller, David [mailto:Miller.DavidJ@epa.gov]
Sent: Tuesday, January 05, 2016 12:13 PM

To: Councell, Terry

Subject: RE: Glyphosate

(b) (5)
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To: Councell, Terry[Terry.Councell@fda.hhs.gov]
From: Miller, David

Sent: Tue 1/5/2016 5:12:49 PM

Subject: RE: Glyphosate

(b) (3)

David.

From: Councell, Terry [mailto: Terry.Councell@fda.hhs.gov]
Sent: Tuesday, January 05, 2016 12:02 PM

To: Miller, David <Miller.DavidJ@epa.gov>

Subject: Glyphosate

David

Requires Consultation with FDA

Terry
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From: Chamkasem, Narong

Sent: Tuesday, November 10, 2015 2:24 PM

To: Sack, Chris A; Councell, Terry; Yeung, Andrew; Podhorniak.Lynda@epa.gov; Islam, Mohammed R
Cc: Harmon, Tiffany M

Subject: Researchers Discover Glyphosate Herbicide in Honey, Soy Sauce | Natural Society

hitp://naturalsociety.com/researchers-discover-glyphosate-herbicide-honev-soy-sauce/
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